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1] "'Or<,l. LoJIOCC&/A<!u K.Y"nd 
In .. ctlclda-Rcdantlcldl BClnch 
R.;i.tration Plvtaion (7505C) 

s •• 1 Malak, Ch .. iat, 10/10/96 (30a-'39Z~~~~ 
pr06uct en .. latry R.vi~ S.ction 
Reqiatratlcn Support BranCh/AD (1505W) 

lIarold _all, Section Head ~}¥~fA 
Pt<><!Yct CII •• btry Revl ... s.etlon 1""11 
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TIl .... nuhctrllln9-.... product h tc ..... 1at~ ... lng thr .. r .... l.t.r~ 
activi ingrodiatn., Multici.:!., R~. 110. 1021-1621, KXG 164, ~. 
IIc. 1021_81, an<! Gokllaht .... nuhct:uring-u .. product., It..;. Ko. 
10JOI-10. IICLo"'lhlin CO..-.hy Ung Cooopany aubooltt.". • hbal, esF 
• bdc tOrIUhtion ch.ted 1/26jU and product cl'I .. htry data 
pandnlno;J mUla 61-1, 61-1. 62-' , S.d •• 6). <i1Ul 62-' I , not 
nquir..:! tor non-lnt .... nt.cl product.. Pinally, rd .... nao. ....... 
•• d, to product" esp tar GRN, 61-1 , 61-2. 

MIHD .. n»6-08 dat..s 5/25/95 cit..,. • oLe a nfor<:_ nt _tl>od fOr 
the deu..-lnaUon of Gokllaht 1n tiOChn1ul .. tubl wtlile IllUD 
'4J9~16-09 dated ~/25/" cited an HPue .. thod for tha dater.ination 

... of cok11aht In t.chnlcal Nterial and loreulatlona . 
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373&, II~ . 

Produet cha.ietry data require.ente partaininq to Serie. Gl, 
.~ri.ed 1n the tabla below, i . adequate. 

l. The .~1tted produet'. label SP~ r.caivad ~/'/96, la 
acceptable. 

4. The eubooltted prodl>Ct'. CSF, • badc foreulnton d.o.t", 1/~&/" 
h unacc.ptable, The parcentaqe by ... dqllt of aaCh actin 
lnqredlent ..... t boo cited In col ..... U(b) ancl ~ n_lnal 
concentration of .acll, conalatent with the labool olal., can boo 
cit ... bn ..... n p" .... nth .. 1a below the cor ..... pond1nq par<:olnt~ea 
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